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Office Action Summary 



Application No. 
09/341,227 



Applicant(s) 



Examiner 



Bradley L. Slsson 




Kl Responsive to communication(s) filed on 7 Jul 199a 

□ This action is FINAL. ~ ' ' ~ 

□ Since this application is in condition for allowance exceDt for formal m**^ 

in accordance with the practice under Ex P 2 Qu^ i C i M 1; 453 0 G . 213 Pr ° SeCUti ° n 95 to the merits '» clced 

A shortened statutory period for response to this action is set to exoire" \ m 

longer, from the mailing date of this communication FaLre to ^h h^k- J mS) ' ° r tNrty days ' whi chever is 
application to become abandoned (35 U S C $ 133> SnZ P th6 P6n ° d f ° r response wil1 cause the 

37 CFR 1.136(a). 1 ' § 133) ' Extension s of time may be obtained underthe provisions of 

Disposition of Claim 

® Claim(s) 1-12 



Of the above, claim(s) 

□ Claim(s 
S Claim(s) 1-12 

□ Claim(s) 

□ Claims 




is/are pending in the applicat 

is/are withdrawn from consideration 
is/are allowed, 
is/are rejected, 
is/are objected to. 
_ are subject to restriction or election requirement. 



Application Papers 

KI See the attached Notice of Draftsmen's Patent Drawing Review, PTO-948. 

□ The drawing(s) filed on • / 

1 ; ■ ls/ar e objected to by the Examiner. 

U The proposed drawing correction, filed on , m 

fxi tu.* ... . — — ls □ approved Disapproved 

H The specification is objected to by the Examiner. 

□ The oath or declaration is objected to by the Examiner. 

Priority under 35 U.S.C. § 119 

B Ac k „o„,^ gement is made 0(a c|aim (orforeign pr|o . (y under3s u s c 

23 A» Cgome- »ne of the CERTIFIED copies of the priority documents have been 

|aj received. 

□ received in Application No. (Series Code/Serial Number) 

□ received in this nationa, stage application from the Internationa. Bureau (PCT Ru,e~1 7 2(a)) 
Certified copies not received: [ 



□ Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § 119(e) . 



Attach ment(s) 

29 Notice of References Cited, PTO-892 

S Information Disclosure Statement(s), PTO-1449, Paper No(s) 

□ Interview Summary, PTO-413 

S Notice of Draftsperson's Patent Drawing Review, PTO-948 

□ Notice of Informal Patent Application, PTO-152 ' 



U S. Patent and Trademark Office 

PTO-326 (Rev. 9-95) 



SEE OFFICE ACTION ON THE FOLLOWING PAGES . 
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DETAILED ACTION 

Location of Application 
l The location of*, subject application has changed. The subject application is now located 
in Group .650, Art Unit !655, and has been assigned to Primary Examiner Bradley L. Sisson. 

Drawings 

2. The drawings are objected to for reasons as stated on FORM PTO-948 (Rev. 8-98). 
Applicant is required to submit a proposed drawing correction in reply to this Office action. 
However, formal correction of the noted defect can be deferred until the application is allowed by the 

examiner. 



Specification 

3. 



The disclosure is objected to because of the Mowing informaHties: A, page 23, l,„es 7-8, the 
" (Emphasis added) n Perhaps applicant had intended the firs, occurrence of "injectable" 



to read -detected--. 

Appropriate correction is required. 
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35 U.S.C. 101 reads as follows: 
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of this title. ' may ° btaul a P atent subject to the conditions and requirements 

5. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

«■ Q*™ 9-12 are provides for the use of a device, but, since the ciaim does no, set forth any 
steps invoived in the methodVprocess, it is unclear what ^ . ^ ^ 

delimiting how this use is actually practiced. 

Claims 9-12 are rejected under 35 U.S.C. 101 because the daimed recitation of a use, without 
setting forth any steps invoked in the process. resu.ts in an improper definition of a process i e 

resultsinaciaimwhichisno.aproperprocessCahnunderSSU.S.COl. 

153 USPQ 678 (Bd. App . 1967) mi ainlcalProdu ^ Ltd , ^ ^ p ^ ^ _ 
149USPQ 475 (D.D.C. 1966). 



Claim Rejections - 35 USC § 112 

7- Claims 1-8 are rejected under 35 U.S.C. 1,2. first paragraph, because the speculation whrie 
being enabhng for (.) . raethod of isola(ing ^ ^ ^ ^ ^ ^ ^ 

performing capiiiary e,ec,ro P horesis using a single capilia,,; and (b) a si„g,e cap„,a^ de.ce 
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comprising a PCTE, does not reasonably provide e„ab,e m e„, for «he iso,a«,o„ and concentration of 
other macromolecutes and iife forn* nor for me fisher processing of same nor does the specification 
enabie other device, The specification does not enable any person skilled in the art to which i, 
pert^s, or with wh.cn i, is most nearly connected, to make and use the invention commensurate in 
scope wa, these Cm, The method reia.es to the "isolation and concentration of macromolecules" 
^^^^^•^^^^^^^^ 
and fungi (Cain, 2). The spec* cation sets f ort h bu, one reproducible method and that being directed 
to the isolation/concentration of nucleic acids; see pages 2,-24 of the specification. Wh,le the 
specification has been found to contain numerous suggestions that other "macromoiecu.es" can be 
isolated and concentrated, the specification has no been found to provide sufficient detail as ,o JU s, 
now these "macromolecules" are to be isolated under different conditions using any type of 
membrane. The situation a, hand is anatogous to that GenentecH v. uspQM 
1001. As set forth in the decision of the Court: 

*rtt£S tpTofrt" ^ mUSt tea ° h th0SC « *» - how to 

Wright 999 F.2d 1 557 J56 1 27USP02d 1 '^n "l's iVrtf^ 111 Unc ' ue ex P er ' mei) tation. ' In re 

"W*r,427F.2d8M. \S6^^m^S^ 1026 (Fed Ci, 199,);/„ 
bear a reasonable corre ation to the scon! if . hi } ( [ ] 6 S °° pe ° f ,he cIaims must 
persons of ordinary skill hXtt •) P of enabfcme " P™vided by the specification to 



***** 



383 U.S. 519, 536, 148 USP0W96 0966U* * See B ™"<» " Sanson, 

uary 689, 696 (1966) (starting, m context of the utility requirement, 
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that £ a patent is not a hunting license It is not a r«v»rrf + u u , 

its successful conclusion ') TossuiLn hZ reward for the search, but compensation for 

However, when there is „ 0 «° ml '° the enablemen < ™>uirement. 

under whk a proSss « bt nS*?"^ *"»B Serial or any of the conditions 
to meet the c^Z^S^^J^^T^ " ,here is a «*« 

related to the proces " s SSe M ofT « T*? by aSSerti " 8 tha ' a " the disdosure 
of one skill in me ar, tte ™Tln v 1 , " ^ 5 P ecifa ™. »<* the knowledge 
adequate mblem^ T^^^ 

research. specUcation provtdes only a starting point, a direction for further 

™ such a me ,hod. The speculation conta™ statements that the device is to be automated however 
*e specification has no. been found to enable any automated means as nor ^ ^ _ ^ 
w,h the appiication nor has a flow chart been found which addressed the flow of decisions tha, the 
software would be required to perform. The specification has no, been found to enable a device tha, 
» comprised of microcassette, e.g., a chip mod ul e, and/or a plurality of interconnecting channels 
The ar, recognizes numerous difficuKies associated with junctions in a device intended for fluid 
manipulation. As se, forth in Shartle et al., (US Paten, 5,230,866): 

A number of factors contribute to the instability of the iuneti™ p„ 
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^^^^^^^^ 

an equdrbnurn state) required to prevent the momenL of the sa^nl tfZb^JZ 
(or by the same user at different times); variation from lot tn lnt nTi Y 

I« is clear tha, the device is intended to be used under a variety of samples so ,„ isolate and 
concentrate a variety of -macromolecule," The Cairns aiso encon 1 pass a device that is to be used 
in the specie binding of macromolecules, including hybridization reaction, as we,, as modification 
of sa.dmacromo.ecu.esthrough enzymatic action or other cherdca, .modification The specification 
does no. set forth in sufficient detail the elements of such a device, nor the manner ,n which such 
could be consmrcted and used, such that any macromolecule, including ,ife forms, couid be iso.ated 
and concentrated. Accordingly, applicant is urged to consider narrowing the scope of the Cairns to 
those embodiments that are adequately supported by the disclosure. 

* Claims ,-8 are rejected under 35 US.C. ! .2, firs, paragraph, as based on a disclosure which 
» "or enabling. The use of a capillary device that has incorporated therem a PCTE membrane is 
cntical or essential to the practice of the invention, bu, no, included in the Caim(s) is no, enabled by 



* # 
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•he disclosure. See/ n reMayH^ 527 F.2d .229, ,88 USPQ 356 (CCPA 1976). App Iica „, is urged 
to consider adding the above identified limitation to the claims. 

10. Cairns 6 and 9-12 are rejected under 35 U.S.C. .12, second paragraph, as being indefinne 
for faUing ,o particularly point out and distte , y ^ ^ ^ ^ ^ ^ ^ ^ 

the invention. 

As presently worded, the device of Cairn 6 can comprise bu, , capula^. According i, is 
not readi ly apparent how a si„g.e capiUary can meet ,imi<a,ion tnat the capil|aries be „ side . by , 

similarly indefinite. 

U. Theterm h clami 8 „ , ^ ^ ^ ^ ^ ^ ^ ^ ^ 

■-ow is no, defined by the Cairn, the specification does no, provide a standard for ascertaining 
the requisite degree, and one of ordinary s M in the M would no, be reasonably apprised of.be scope 
of the invention. 



Conclusion 

12. 



Any inquiry conceding ,hi s corrugation or earner communications from the examiner 
should be directed to Bradley L. Sisson whose telephone number is (703) 308-3978. The 
can normally be reached on 6:30 a.m. from 5 p.m. to Monday through Thursday. 



examiner 
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If attend to reach the examiner by telephone are unsuccessM, the examiner's supervisor 
W.G^ Jones ,^ bere ^ on(7w ^ 

this application or proceeding is assigned is (703) 305-7230. 

Any inquiry of a general nature or relating to the status of this apphcation or proceeding 
should be directed ,o the receptionist whose telephone number is (703) 308-1234. 



